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Detailed Action 

This office action is a response to applicant's communication submitted August 
23, 2010 wherein new claims 30 and 31 are introduced. This application is a national 
stage application of PCT/AU 03/0 1008, filed August 8, 2002, which claims priority to 
foreign application AU2002950657, filed August 8, 2002. 

Claims 1, 2, 4, 6, 9, 12-14, 16, 17, 20, and 22-31 are pending in this application. 

Claims 1, 2, 4, 6, 9, 12-14, 16, 17, 20, and 22-31 as amended are examined on 
the merits herein. 

The following rejections of record in the previous office action are maintained: 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 



Claims 1, 2, and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Rossignol et al. (US patent 6417172, of record in previous action) in view of 
Greene et al. (Reference of record in previous action) 

Rossignol et al. discloses endotoxin analog compounds, (column 2 lines 58-67, 
structure at top of column 3) The broadest genus of compounds disclosed by Rossignol 
et al. includes a left side which as a sugar moiety wherein the 2- position is an acyl- 
amine, the 3- position is an ether formed with a C4-C20 alkyl, or else a group -U-CH(0- 
W)-V wherein U and V are C2-C15 alkyl, essentially a C5-C31 alkyl substituted with an 
alkoxy group, (column 5 lines 1-10 and 52-62) In one synthetic route to produce the left 
side sugar moiety, an intermediate is synthesized which is similar to the claimed 
compounds, wherein n is 1 R1 is O-allyl, R2 is acetamido, R3 is 3-methoxy-n-decyloxy, 
R4 is -OH, and R5 is methoxy. (column 31 lines 30-50) The acetamido group is a 
protecting group as it is removed in the next synthetic step in order to expose the free 
amino group, (column 32 lines 5-50) This compound differs from the claimed invention 
in that R2 is tfifluoroacetamido and the R in R3 is not a C1-C9 alkyl. 

Greene et al. discloses protecting groups for amino groups, (pp. 494-502) 
Besides trifluoroacetamide, other N-acyl protecting groups are disclosed, for example 
chloroacetamide, trichloroacetamide, phenylacetamide, and N-benzoyl, (pp. 551-560) 
as well as urea protecting groups including phenothiazinyl-(10)-carbonyl and N'- 
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Phenylaminothiocarbonyl. (pp. 547-548) These protecting groups fall within the limits of 
groups N(Y)Z recited in the instant claims. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to replace the trifluoroacetamide protecting group of the aforementioned 
intermediate of Rossignol et al. with another conventional N-acyl protecting group, such 
as chloroacetamide, trichloroacetamide, phenylacetamide, or benzamide, for example. 
One of ordinary skill in the art would have recognized that a wide diversity of possible 
protecting groups can be used to accomplish the same goal of protecting the 2-amino 
group on the synthetic intermediate, and that substituting one for another is routine and 
conventional in the art. 

Furthermore it would also have been obvious to one of ordinary skill in the art to 
make compounds of Rossignol et al. wherein the 3-position of the left saccharide is an 
ether of an alkyl group having 9 or fewer carbons, thereby proceeding through an 
intermediate of the claimed invention wherein R3 is -OR wherein R is a C4-C9 alkyl. 
One of ordinary skill in the art would have been motivated to make these compounds 
because Rossignol et al. discloses that alkyl groups of less than 10 carbons can be 
used at this position. One of ordinary skill in the art would reasonably have expected 
success because alkyl groups of varying lengths would be expected to perform similarly 
in the disclosed synthesis. 

Therefore the invention taken as a whole is prima facie obvious. 

Response to Argument : Applicant's arguments, submitted August 23, 2010, with 
respect to the above ground of rejection, have been fully considered and not found to be 
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persuasive to remove the rejection. Applicant argues that the hydride reagent used in 
the alkylation of the 3-OH group in the synthetic scheme of Rossignol et al. is 
incompatible with other N-protecting groups besides trifluoroacetyl, and that there would 
be no reasonable expectation of success in using any other protecting group. However, 
there exist other common N-protecting groups besides trifluoroacetyl that are stable to 
alkylating conditions with strong bases such as sodium hydride. By way of illustration, 
Applicant is directed to the reactivity charts included with the reference Greene et al. 
(Reference included with PTO-892, included solely to dispute Applicant's factual 
assertion and not as part of the prima facie case of obviousness) Various N-acyl 
protecting groups are seen to be stable to sodium hydride as well as to basic alkylation 
conditions including bases such as LDA and potassium carbonate, for example 
trichloroacetyl, trifluoroacetyl, N-methyl-2-(o-nitrophenoxy)propionyl, N-2-methyl-2-(o- 
phenylazophenoxy)propionyl, N-o-nitrocinnamoyl N-picolinoyl, N-benzoyl, and N- 
phthaloyl. (pp. 740-743) Therefore contrary to Applicant's assertion, the TFA protecting 
group is not unique in its stability to alkylation under strongly basic conditions. 

Regarding claims 25 and 26, the rejection of these claims has been withdrawn in 
response to Applicant's arguments. However, regarding claim 27, this claim includes N- 
acyl protecting groups including at the very least N-benzoyl (Z13) which can reasonably 
be substituted for N-triflouroacetyl as discussed above. 

For these reasons the rejection is deemed proper and made FINAL. 
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Claims 1, 2, and 25-27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Jiang et al. (PCT international publication WO01/36433, reference of 
record in previous action) in view of Greene et al. (Reference of record in previous 
action) 

Jiang et al. discloses synthetic lipid-A analogs, (p. 5 paragraphs 1-4) A synthesis 
of these compounds is disclosed which proceeds through intermediates 60 and 62 in 
figure 1 7 which are similar in structure to compounds of the instant claims wherein n=1 , 
R1 is benzyloxy, R2 is N-phthalimido, R3 is allyl ether, and either R4 is -OH and R5 is 
trityl ether, or R4 is benzyl ether and R5 is -OH. These compounds differ from those of 
the claimed invention in that the phthalimido group dose not fall within the limits of 
groups -N(Y)Z recited in the instant claims. 

Greene et al. discloses protecting groups for amino groups, (pp. 494-502) 
Besides trifluoroacetamide or phthalamide, other N-acyl protecting groups are 
disclosed, for example chloroacetamide, trichloroacetamide, phenylacetamide, and N- 
benzoyl, (pp. 551-560) as well as urea protecting groups including phenothiazinyl-(10)- 
carbonyl and N'-Phenylaminothiocarbonyl. (pp. 547-548) These protecting groups fall 
within the limits of groups N(Y)Z recited in the instant claims. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to replace the phthalimido protecting group of the aforementioned 
intermediate of Jiang et al. with another conventional N-acyl protecting group, such as 
chloroacetamide, trichloroacetamide, phenylacetamide benzamide, phenothiazinyl-(10)- 
carbonyl, or N'-phenylaminothiocarbonyl, for example. One of ordinary skill in the art 
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would have recognized that a wide diversity of possible protecting groups can be used 
to accomplish the same goal of protecting the 2-amino group on the synthetic 
intermediate, and that substituting one for another is routine and conventional in the art. 

Therefore the invention taken as a whole is prima facie obvious. 

Response to Argument : Applicant's arguments, submitted August 23, 2010, with 
respect to the above ground of rejection, has been fully considered and not found to be 
persuasive to remove the rejection. Applicant argues that the hydride reagent used in 
the alkylation of the 3-OH group in the synthetic scheme of Jiang et al. is incompatible 
with other N-protecting groups besides trifluoroacetyl, and that there would be no 
reasonable expectation of success in using any other protecting group. However, there 
exist other common N-protecting groups besides trifluoroacetyl that are stable to 
alkylating conditions with strong bases such as sodium hydride. By way of illustration, 
Applicant is directed to the reactivity charts included with the reference Greene et al. 
(Reference included with PTO-892, included solely to dispute Applicant's factual 
assertion and not as part of the prima facie case of obviousness) Various N-acyl 
protecting groups are seen to be stable to sodium hydride as well as to basic alkylation 
conditions including bases such as LDA and potassium carbonate, for example 
trichloroacetyl, trifluoroacetyl, N-methyl-2-(o-nitrophenoxy)propionyl, N-2-methyl-2-(o- 
phenylazophenoxy)propionyl, N-o-nitrocinnamoyl N-picolinoyl, N-benzoyl, and N- 
phthaloyl. (pp. 740-743) Therefore contrary to Applicant's assertion, the TFA protecting 
group is not unique in its stability to alkylation under strongly basic conditions. 
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Regarding claims 25 and 26, the rejection of these claims has been withdrawn in 
response to Applicant's arguments. However, regarding claim 27, this claim includes N- 
acyl protecting groups including at the very least N-benzoyl (Z13) which can reasonably 
be substituted for N-triflouroacetyl as discussed above. 

For these reasons the rejection is deemed proper and made FINAL. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long}, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1, 2, 4, and 25-27 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 3-13, and 16 
of copending Application No. 10/530851. (Pre-grant publication 2006/0223764, of 
record in previous action, herein referred to as '851) Although the conflicting claims are 
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not identical, they are not patentably distinct from each other because claims 1, 3-13, 
and 16 of '851 anticipate the claimed invention. Claim 1 of '851 discloses a method 
using a broad genus of compounds encompassing those of the claimed invention 
wherein n=1 . Claims 3-1 3 and 1 6 of '851 define specific substituent groups R1 , R2, R3, 
R4, and R5 which are the same as those recited in the instant claims. Therefore claims 
1 , 3-1 3, and 1 6 of '851 anticipate the claimed invention. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Response to Argument : Applicant requests that the above rejection be held in 
abeyance. As the application is not otherwise in condition for allowance, the rejection is 
maintained and made FINAL. 

Claims 1,2,4, and 25-27 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 14-18 of 
copending Application No. 11/813737. (pre-grant publication 20080176936, of record in 
previous action, herein referred to as 737) Although the conflicting claims are not 
identical, they are not patentably distinct from each other because claims 14-18 of '737 
anticipate the claimed invention. 

Specifically these claims are drawn to pyranose compounds having N(Y)Z, OR, 
and OH groups as described in instant claims 1, 2, 4, and 5. Specific groups include 
methoxy, ethoxy, benzyloxy, and phenoxy groups in position Ri according to instant 
claim 25, groups such as methyl, ethyl, benzyl, carboxybenzyl, and carboxymethyl in 
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positions R3 and R4 falling within the limits of instant claim 26, and groups such as ethyl, 
phenyl, imidazoyl, piperidine, or aminophenyl falling within the limits of instant claim 27. 
Therefore claims 14-18 of 737 anticipate the claimed invention. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Response to Argument : Applicant requests that the above rejection be held in 
abeyance. As the application is not otherwise in condition for allowance, the rejection is 
maintained and made FINAL. 

Conclusion 

Claims 1,2,4, and 25-27 are rejected. Claims 28, 30, and 31 are seen to be 
allowable. Claims 6,9,12-14,16,17, 20, 22-24, and 29 are objected to for depending 
from a rejected base claim but would be allowable if rewritten in independent form 
incorporating all the limitations of the rejected base claim and any intervening claims. 
THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy 
as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ERIC S. OLSON whose telephone number is (571)272- 
9051 . The examiner can normally be reached on Monday-Friday, 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Anna Jiang can be reached on (571)272-0627. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Eric S Olson/ 

Primary Examiner, Art Unit 1623 
10/27/2010 



